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DETAILED ACTION 

This office action is in response to claims filed 10/22/08. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 37 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The first and second tethered clip assembly is in a 
closed tissue-piercing position in both the first and second deployed configuration, with 
the second deployed configuration having the two clips closer to each other. The 
examiner would like to remind the applicant that the originally filed species included "at 
least one clip is configured to penetrate tissue" therefore any changed must be directed 
to this species. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 37-44 are rejected under 35 U.S.C. 102(b) as being anticipated by Yoon 
(U.S. Patent No. 5984933). 

Claim 37: Yoon teaches a device for applying at least one clip to annular tissue of a 
heart valve (capable of being used to clip annular tissue of a heart) the device 
comprising; a shaft having a proximal end and a distal end (Fig. 48); and at least one 
actuator (2460) at or near the proximal end of the shaft for causing the device to 
advance the tethered clip assembly from the shaft (Fig. 49), wherein the tethered clip 
assembly has a first deployed configuration and a second deployed configuration, the 
tethered clip assembly in the first deployed configuration comprising at least two clips 
separated by a greater distance than when in the second configuration, the tether is 
under longitudinal tension and the first distance is reduced, the two clips are in a closed 
tissue-piercing position when the tethered clip assembly is in both its first and second 
deployed configuration (Yoon teaches deploying the clips Fig. 38, when the tether is 
under tension the distance will be reduced). 

Claims 38-40: Yoon teaches the device further comprises a clip crimping member (distal 
portion of 2440, Fig. 28), a plurality of clips (Fig. 48), each plurality of clips is couple to 
the tether (Fig. 48). 

Claim 41 : Yoon teaches at least one clip is T-shaped (see Fig. 44, if 2241 plane is 
shown, a T is formed out of 2240 and 2241 ) 
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Claims 42 and 43: Yoon teaches each of the plurality of clips includes two eyelets 
(2228), and the tether (2218a and 2218) has parallel segments passing through both 
eyelets of each clip (Fig. 44). 

Claim 44: Yoon teaches a system for applying at least one clip to annular tissue of a 
heart valve, comprising: the device as claimed above in claim 37; and a stabilization 
device to capture and immobilize the annular tissue relative to the remainder of the 
heart (2232, Fig. 44, this inner face of the clip immobilizes the tissue). 

Claims 45,46 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Yoon (U.S. Patent No. 5984933), as applied to claim 37 above, in view of Crowley 
(U.S. Patent No. 5524630). 

Regarding claim 45 and 46 Yoon discloses the claimed invention except for a 
visualization device adapted to directly view a valve annulus in a heart chamber and a 
visualization device comprising an ultrasonic imaging transducer. However, Crowley 
teaches a visualization device adapted to directly view a valve annulus in a heart 
chamber (Fig. 30) and a visualization device comprising an ultrasonic imaging 
transducer (Fig. 3 and 4). 

It would have been obvious to one of ordinary skill in the art to include a visualization 
device at the end of the claimed invention to insure proper installation of the clips 
during surgery. 
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Regarding claim 48 Yoon discloses the claimed invention except for a transparent 
element comprising a transparent balloon inflatable with a transparent inflation 
medium, however Crowley teaches a transparent balloon inflatable with a 
transparent inflation medium (col.4 II. 35, col. 17 II. 6). 

It would have been obvious to one of ordinary skill in the art to include a balloon 
at the end of the element to occlude blood flow, as this is common within the art. 

Claim 47 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yoon (U.S. 
Patent No. 5984933) and Crowley (U.S. Patent No. 5524630) as applied to claim 45 
above, further in view of Johnson (5766240). 

Regarding claim 47 Yoon discloses the claimed invention except for an optical 
viewing element, however Johnson discloses an optical viewing element (col. 15 II .44) 
disposed in a transparent element (col. 5 II. 11). 

It would have been obvious to one of ordinary skill in the art to include an optical 
viewing element to insure proper installation of the clips during surgery. 

Response to Arguments 

Applicant's arguments filed 10/22/08 have been fully considered but they are not 
persuasive. The applicant generally argues the following: 

• The device of Yoon fails to teach the tether is under longitudinal tension 
and the first distance is reduced to a second distance. 
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The examiners position is when the tether of Yoon is under tension the distance 
will be reduced, under certain usage the distance of the clips would inherently 
occur. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571)272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571)-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Melissa Ryckman/ 
Examiner, Art Unit 3773 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



